
Identifying 
Devices with UDI
Terrie L. Reed, MSc Ind. Engineering
Senior Advisor for UDI Adoption

Center for Devices and Radiological Health (CDRH)
US Food and Drug Administration (FDA)



2

Agenda
• What is UDI; What is AccessGUDID?
• Importance of UDI for patients
• Who are primary AccessGUDID users?
• Demo of AccessGUDID
• Resources
• Discussion/Questions
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What is a UDI?

www.fda.gov

Required on the device label, packages 
or, in some cases, on the device itself

Code in plain text and machine 
readable format (AIDC)

UDI = DI + PI

*+X999123ABC0
/$$3140102A1234/S1234/16D20100102J*

GS1

HIBCC
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AccessGUDID

• Standard reference source for FDA regulated devices
• Manufacturer submits  once for multiple purposes 
• Replace text, non‐standard data with meta‐data in AccessGUDID
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• Expertise with RxNorm, Vocabulary
• Daily Med website
• Support of ONC Health IT

– EHR Certification Criteria
– Meaningful Use
– eCQM

• Existing healthcare web resources 

NLM and FDA Partnership
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GUDID Records and
Submission Compliance Deadlines

Data Current as of August 1, 2017
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UDI Regulatory Dates

www.fda.gov

Compliance 
Date

Must bear a UDI & submit 
data to GUDID

Direct Marking (for 
certain intended uses)

September 24, 
2014

• Class III devices
• Devices licensed under the 

PHS Act

September 24, 
2015

• Implantable, life‐supporting 
and life‐sustaining (I/LS/LS) 
devices

• LS/LS devices

September 24, 
2016

• Class II devices • Class III devices and 
devices licensed under 
the PHS Act

September 24, 
2018

• Class I devices and 
unclassified devices

• Class II devices

September 24, 
2020

• Class I devices and 
unclassified devicesIntend to extend
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Goal of the UDI System
Use UDI and data from AccessGUDID to
accurately identify a device from manufacturer through 
distribution, use on a patient and as a means to evaluate 
devices over time

• Capturing, recording and transmitting UDI  in all systems 
directly or indirectly involved in  patient care

• Using UDI as the primary means of identifying a device
• Using AccessGUDID as the standard reference source linked 
to the DI of UDI 

Successful UDI Implementation
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IMPORTANCE OF UDI FOR PATIENTS
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Source: CDC/NCHS National Hospital Discharge Survey, 2010

Source: WardsAuto ‐ 2010 New Vehicle Sales 

Hondas1,230,500 

908,600 Nissans

358,500 Volkswagens

Cardiac Catheterizations1,000,000 

719,000 Total Knee Replacements

332,000 Total Hip Replacements 

Medical Procedures New Cars Sold1 2

1

2
2

Patients and Cars

1

2
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Who made it?
What model?
Has it been recalled?
Should I have it removed if it has 
been recalled?

What is the performance compared 
to similar devices
What are problems/successes? 
What was expected life? 
Did it last longer than expected? 

Pa
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nt
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pu
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tio
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..Patient and Public Health Benefits
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Linking UDI to Patients
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Provider Milestones and Drivers

2015 Edition §170.315(a)(14) Implantable Device List
UDI in Common Clinical Data Set

January 2018 – Create and Transmit 
Patient Implantable Device list 

Recording UDI in Health Records
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ONC Certification Criteria

Access GUDID RecordDI

Lot
Serial

Expiration Date
Mfr Date

DIC

PI

Description
(GMDN or 
SNOMED)

Company 
Name

Brand Name Model MRI Safe Labeled as 
containing

latex
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Adoption in EHRs
Vendor Software

Allscripts Allscripts Professional 
EHR

Allscripts Allscripts TouchWorks 
EHR

CureMD.com, Inc. CureMD SMART Cloud
Epic Systems 
Corporation

EpicCare Ambulatory 
EHR Suite

Epic Systems 
Corporation

EpicCare Ambulatory 
EHR Suite

Epic Systems 
Corporation

EpicCare Inpatient EHR 
Suite

Epic Systems 
Corporation

EpicCare Inpatient EHR 
Suite

Cerner Corporation FirstNet (Clinical)
MEDHOST MEDHOST Enterprise
Henry Schein 
Medical Systems MicroMD

Vendor Software
Netsmart
Technologies

myAvatar Certified 
Edition

McKesson Paragon® for Hospitals 
2015 Certified EHR

Cerner Corporation PowerChart (Clinical)
SRS‐Health SRS EHR
Greenway Health, 
LLC SuccessEHS

Allscripts Sunrise Acute Care

Allscripts Sunrise Ambulatory 
Care

Medical 
Transcription Billing 
Corporation (MTBC)

TalkEHR

Evident Thrive EHR
Evident Thrive Provider EHR
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Adoption in EHRs
Vendor Software

Allscripts Allscripts Professional 
EHR

Allscripts Allscripts TouchWorks 
EHR

CureMD.com, Inc. CureMD SMART Cloud
Epic Systems 
Corporation

EpicCare Ambulatory 
EHR Suite

Epic Systems 
Corporation

EpicCare Ambulatory 
EHR Suite

Epic Systems 
Corporation

EpicCare Inpatient EHR 
Suite

Epic Systems 
Corporation

EpicCare Inpatient EHR 
Suite

Cerner Corporation FirstNet (Clinical)
MEDHOST MEDHOST Enterprise
Henry Schein 
Medical Systems MicroMD

Vendor Software
Netsmart
Technologies

myAvatar Certified 
Edition

McKesson Paragon® for Hospitals 
2015 Certified EHR

Cerner Corporation PowerChart (Clinical)
SRS‐Health SRS EHR
Greenway Health, 
LLC SuccessEHS

Allscripts Sunrise Acute Care

Allscripts Sunrise Ambulatory 
Care

Medical 
Transcription Billing 
Corporation (MTBC)

TalkEHR

Evident Thrive EHR
Evident Thrive Provider EHR

Nursing: 
Operating Room Efficiency

Quality:
Workflow Improvements

Risk Management:
Patient Safety Projects

Information Systems:
Meaningful Use

Materials Management:
Improved Recall Management

Researchers:
Medical Device Registries

Clinical Engineers:
Improved Tracking
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Identifying Devices Today
GUDID REGISTRY 1 REGISTRY 2

Name Value Name Value Name Value

Device 
Identifier 08714729805885

Brand 
Name Epic™ Vascular

Device 
Type

Epic Vascular Self 
Expanding Stent 
(120 CM shaft) Desc.

Epic Vascular 
Stent System 9.0 
mm x 100 mm

Company 
Name

BOSTON 
SCIENTIFIC 

CORPORATION Device Mfr Boston Scientific Mfr
Boston Scientific 
Corporation

Catalog 
Number H74939200091020

Product
Number 39200‐09102

Model or 
Version H74939200091020
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Supporting Device Evaluation
Enter data ONCE to support data capture and device evaluation

WL GORE

Vascular 
Quality 
Initiative
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Linking Data across Data Sources

Implantable 
Device List

Care 
Documents

FDA 
Adverse 
Event

Reporting

Incident 
Report

Registry

Record
DI
PIDI

PI

DI
PI

DI
PI

DI
PI

Point of 
Implant

Item 
Master

DI
PI

FDA 
Device 
Recalls

FDA 
GUDID via 

NLM

DI
PI

DI
PI
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Features of AccessGUDID

• Search for a particular device using UDI on label
• Use Web Services to parse and/or pull standard 
AccessGUDID data into health IT systems (e.g. 
EHRs, Inventory Systems, Clinical Maintenance 
Management Systems, Charge Master, Registry)

• Download full set of  AccessGUDID data for 
researching or analyzing a particular type of 
device



AccessGUDID Landing Page



EXPORT RESULTS

Exporting Results



Main Search Results



Device Characteristics



More Device Characteristics
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Web Services

www.fda.gov

Parse 
UDI 
API

Implantable 
List API

Implantable 
List

Download

Device 
Lookup
API

Device
SNOMED

API
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Implantable List API

www.fda.gov
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Implantable List Download

www.fda.gov
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Device Lookup API

www.fda.gov
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Lookup API is Most Used
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Upcoming Enhancements

Additional GUDID Fields

Enhanced Customer  Support

Data Quality Issue Reporting

Graphical Data Insights Shown in Real Time
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Training Resources

www.fda.gov
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Promoting AccessGUDID
• Educate on UDI and encourage use of 
AccessGUDID across library user groups – IT, 
researchers, Biomedical Engineers, Supply Chain, 
Clinicians

• Promote participation in UDI user groups – EHR 
vendors, AHRMM Learning UDI Community

• Incorporate and add to UDI Resource links 
– Maintain a bibliography of UDI and National Evaluation System 
references

– Provide feedback on resources needed to improve UDI System 
success
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UDI Resources

www.fda.gov

• FDA UDI Website  
• AccessGUDID, UDI Help Desk, Regulations and 
Guidance, Benefits of UDI

• Office of National Coordinator for Health IT (ONC)
• Implantable Device List  
• Common Clinical Data Set
• Meaningful Use 

• Office of the Assistant Secretary for Planning and 
Education (ASPE)
• Strategically Coordinated Registry for Women’s 

Health Technologies and other projects
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UDI Resources

www.fda.gov

• Association for Healthcare Resources and Materials 
Management (AHRMM) Learning UDI Community 
• UDI Resources
• Workgroups to address adoption challenges

• Medical Device Epidemiology Network (MDEPINET) 
• UDI and National Education System education, case 
studies, bibliographies 

• Medical Device Innovation Consortium National 
Evaluation System for health Technology (NEST) 
Coordinating Center 
• Status of Center
• Demonstration projects 
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Summary
• UDI – standard that opens up ability to scan and 
identify devices more accurately in electronic 
supply chain, device maintenance and clinical 
sources

• AccessGUDID ‐ reference data source that 
associates DI of UDI with  standard meta‐data 
that can be shared across care continuum

• Value – potential value of UDI system crosses 
broad range of stakeholders and, ultimately 
improves patient and device safety and 
innovation 


